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WARNING LETTER

Certified Mail
Return Receipt Requested

June 14, 2001

Marvin Weiner, M.D. W/L Number: 56 - 01
Medical Director of Radiology . Inspection ID: 2109300006
A N T Imaging Center CFN: 20-30,719
14044 Victory Boulevard FEL 3000204005
Van Nuys, CA 91401

Dear Dr. Weiner:

We are writing to you because on May 31, 2001, your facility was inspected by a
representative of the State of California acting in behalf of the U. S. Food and Drug
Administration (FDA). This inspection revealed a serious regulatory problem involving
the mammography at your facility.

Under a United States Federal law, the Mammography Quality Standards Act of 1992
(MQSA), your facility must meet specific requirements for mammography. These
requirements help protect the health of women by assuring that a facility can perform
quality mammography. The inspection revealed the followmg Level 1 ﬁndmgs at your
facility:

- Level 1: Processor quality control (QC) records in the month of January 2001 were
missing for at least 30% of operating days and were out of limits on at least five (5) days
for processor #1 (a @R machine, style (RSP, model @ or .) which is
located in the darkroom.

The specific problems noted above appeared on your MQSA Facility Inspection Report
which was issued to your facility at the close of the inspection. These problems are
identified as Level 1 because they identify a failure to meet a significant MQSA
requirement.

Because these conditions may be symptomatic of serious underlying problems that could
compromise the quality of mammography at your facility, they represent a serious

violation of the law which may result in FDA taking regulatory action without further
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